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Applicant's arguments filed May 17, 2007 have been fully considered but they are 
not persuasive. The amendment has been entered. Claims 1-4, 6, 7, 9-23, 30-36 and 41-43 
are pending. Claims 16-19 and 31-33 are withdrawn from consideration as to a nonelected 
invention. Claims 1-4, 6, 7, 9-15, 20-23, 30, 34-36 and 41-43 are examined herein. 

The rejection of claims 1, 11, 30, 34 and 37-40 under 35 U.S.C. § 112, second 
paragraph in the office action mailed February 28, 2007 is withdrawn in view of 
amendments to the claims. 

The rejection of claims 37-40 under 35 U.S.C. § 102 (b), or in the alternative, under 
35 U.S.C. § 103 in the office action mailed February 28, 2007 has been withdrawn in view 
of the cancellation of these claims. 

The rejection of claims 1, 2, 4, 7, 10-13, 20, 21, 30, 34, 36 and 41-43 under 35 
U.S.C. § 102 or 35 U.S.C. § 103 in the office action mailed February 28, 2007 is withdrawn 
in view of amendments to the claims. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Claims 1-4, 6, 7, 9-15, 20-23, 30, 34-36 and 41-43 remain rejected under 35 
U.S.C. 112, first paragraph, because the specification, while being enabling for methods of 
preparing a reprogrammed diploid mammalian cell comprising providing a diploid 
mammalian donor cell or a diploid mammalian donor nucleus and a recipient mammalian 
oocyte, microinjecting the donor nucleus into the oocyte, removal of the oocyte nucleus, 
incubation of the reconstructed oocyte, activation of the oocyte to permit develop into 
embryos, as claimed does not reasonably provide enablement for methods of preparing a 
reprogrammed diploid mammalian cell from non-mammalian cells or non-mammalian nuclei 
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through the use of a non-mammalian recipient cell, or the production of a mammal, 
mammalian organs or tissues or animals by the claimed methods for reasons set forth in the 
office action mailed February 28, 2007. The specification does not enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and use 
the invention commensurate in scope with these claims. 

The claims are unpredictable as written as to make a reprogrammed mammalian cell 
or embryo mammalian donor and recipient cells would need to be used. The use of other 
species cells would not result in a mammalian cell or embryo. Further, there would 
necessarily need to be a means to determine the recipient and donor nuclei in the claimed 
method. The specification only discusses one method of doing such, which is the piezo- 
impact microinjection system (Wakayama (1998), page 373, col. 2, lines 5-12 and 
specification, page 30, line 28 to page 31, line 1; and page 33, lines 15-20). The 
specification provides no other guidance for identifying donor and recipient nuclei. The 
guidance provided in the specification, is for the microinjection of the donor nucleus 
followed by immediate removal of the recipient nucleus (specification, page 33, lines 15- 
27). The now diploid reconstructed oocyte is incubated 3-4 hrs prior to activation and 
embryo development permitted. 

Applicant argues Pennisi and Vogel are not relevant because the present invention is 
to nuclear addition, not nuclear transfer. Applicant further argues nuclear addition has 
benefits to reprogramming not present in nuclear transfer. These arguments are not 
persuasive. 

Nuclear addition or oocyte nucleus removal after nuclear transfer is variations on the 
theme of nuclear transfer. While the method of the claims was not known in the art prior to 
applicant's filing date, the enablement issues are the same regardless of when the nucleus 
is removed. Pennisi discussed the failure of nuclear transfer in several mammalian species. 
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Applicant has not provided any evidence or argument as to why oocyte enucleation after 
transfer of the donor nucleus would have any bearing on Pennisi's teachings. It is noted 
that the specification discloses the production of chimeric mouse tissues and organs. 
However, the claims are not limited to chimeric mice or their organs or tissues. While 
applicant has provided evidence that their method produces a greater number of blastocysts 
using pig donor cells and oocytes (Table 1, page 36), there is no evidence that a greater 
number of pig blastocysts yield a greater number of cloned pigs. Similar data could not be 
found for mouse. The pig data provided does not overcome Pennisi that clearly states even 
pregnancy does not assure term deliver of a cloned mammal. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 1, 7, 9, 20-23 and 30 are confusing rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claim 7 is confusing as they broaden the scope of claim 1. Claim 1. Claim 7 states 
the donor cell states the donor cell or donor nucleus is a somatic cell or a somatic cell 
nucleus as being an embryonic cell or an embryonic cell nucleus. 

Claim 9 is confusing as it does not further limit claim 1, which states the donor cell 
or donor nucleus is a somatic cell or a somatic cell nucleus. 

Claims 20-23 remain improperly dependent on claim 1 for reasons set forth in the 
office action mailed February 28, 2007. Claim 1 is to a method of preparing a 
reprogrammed diploid mammalian cell. Claims 20-22 are further comprising the step of 
generating a cell line, a tissue, an organ or an animal embryo from the reprogrammed cell. 
Claims 20-23 are not related to a method of reprogramming a cell, but are in fact to 
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methods of using the reprogrammed cell to produce products. Claims 20-22 should be 
rewritten as independent claims. However, applicant is warned that doing such may result in 
a restriction by original presentation. 

Applicant argues the Federal Circuit, 2 USPQ2d 1826, stated in an independent claim 
is unobvious then claims, which are dependent upon the independent claims are unobvious. 
This argument is not persuasive. 

While the Federal Circuit did state this, the relevance to present rejection is not 
clear. There is no issue of obviousness here, but whether or not claims 20-23 further limit 
claim 1. Claims 20-23 cannot further limit claim 1 as they are to a use for the 
reprogrammed cell of claim 1. Claim 20 is a method of generating a cell line, tissue, organ 
or transgenic mammalian embryo from the reprogrammed cell produced by claim 1, claim 
21 is to a method of generating a non-human mammal from the reprogrammed cell 
produced by claim 1. Claim 23 is to a method a method of producing a nonhuman 
transgenic mammal using the reprogrammed cell produced by the method of claim 1. These 
methods have nothing to do with reprogramming a donor somatic cell or an isolated donor 
somatic cell nucleus. None of claims 20-23 affect the reprogramming method. Therefore 
claims 20-23 do not further limited. As stated previously, applicant should write the subject 
matter in claims 20-23 as independent claims. 

Claim 30 is confusing as to the terms "animal" in the preamble and line 13. This is 
broader in scope than "mammal" as other parts of the claim was amended to contain. 

The claims are free of the prior art. At the time of filing the prior art did not teach or 
suggest methods of preparing a reprogrammed diploid mammalian cell comprising providing 
a diploid mammalian donor somatic cell or a diploid mammalian donor somatic cell nucleus 
and a recipient cell, introducing the donor nucleus into the cell, subsequent removal of the 
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oocyte nucleus, incubation of the reconstructed oocyte, and optional activation of the oocyte 
to permit develop into embryos. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until 
after the end of the THREE-MONTH shortened statutory period, then the shortened statutory 
period will expire on the date the advisory action is mailed, and any extension fee pursuant 
to 37 CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no 
event, however, will the statutory period for reply expire later than SIX MONTHS from the 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah Crouch, Ph.D. whose telephone number is 571- 
272-0727. The examiner can normally be reached on M-Fri, 6:00 AM to 3:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on 571-272-4517. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 (IN USA 
OR CANADA) or 571-272-1000. ' ' A A 
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